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of event:

A. Patientinformation
or
Dete

1. Petient MonWier 3. Sex
[ temae
in confidence ot birth: Emﬂo

B. Adverse event or product problem
- (X Adverse event andior L] Product problem (s.g., defects/maitunctions)

32 yrs

11/02/1947

0 adv ovent

2
{check af that sppk) [ cisabitiey
Ddadh congenital anomaly

sl @wmmmnm

&"’m permanent impairment/damage
< nospitaiization - initial or prolonged ] other:

* :-;ud 11/18/99 - :rn‘pm 01/17/00
rais ot matdn i}

§. Describe svent or problem

NON-INFECYTIOUS HEPATITIS

A report has been received from a clinical
pharmacist concerning a 52 year old diabetic
male patient who started taking Sexogquel at a
"low dose" in late September 1999.
Concomitant medications included Depakots,
Lithium carbonate, thyroid medication, a
proton pump inhibitor, Pancrease and Insulin.
The patient was hospitalized om about 20-Nov-
1999 for non-infectious hepatitis. Lab
values were as follows: peak SGOT=1975, peak
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spect medication(s)
1. Name give lab o if ke

n SEROQUEL "ZENECA®

& mittab

” BEROQUEL "“ZENECA" -

2. Doss, frequancy & route used 3 mm sl!unknowno'vnduvuon)
" 100 MG QD PO " 22-8EP-99 to 20-NOV-99
2 200 MG QD PO 7 22-8EP-99 to 20-NOV-99
4. Diagnosls for use (i } s Enmmnuuunopp.d
” .

n @ mD no[] doesn't
2 -
6. Lot # (f known) 7. Exp. dete (W known) | 2 X e "°[:] dossnt
@ NI s NX l Evmuw-mr
2 NI nr NI "Dmmmﬁadom't
8. NDC#-for proby ong (i k _Soply
" NI ” NI "Emﬁmﬁam

—opply |

10. C dics! prod wmmlu(owmmmdm)

Hama: DEPAKOTE Dates: P?~NOV-95 to 21-NOV-99
Name: LITHIUM CARBOMATE Dates: ??-JUL-98 to 21-MOV-99
Hame: THYROID MEDICATION Dates: «

1. Contact office ~ name/address(& miring site for devices)

Zeneca Pharmaceuticals
A Business Unit of Zeneca Inc
Wilmington DE 19850-5437

2. Phone number
1 302 886-2127

3. Report source
{check ail that appy)

smoking and alcohol use, heplndmnal qsfunanon olc.)

ALCOHOL ABUSE, HYPOTHYROIDISM, SULFA ALLERGY,
MILD DEMENTIA

Concomitant disease(s): INSULIN DEPENDENT
DIABETES, POST-TRAUMATIC STRESS DISORDER,
GASTROESOPHAGEAL REFLUX DISEASE, PANCREATIC *

forei
8GPT=2122, INR=2.3, bilirubin=4.1, direct D ,J:yw
bilirubin=3.0, alk phos=187, increased (7 wterature
ammonia. No indication of hepatitis virus JAN 1 9 2000 L consumer
was found. Seroquel was discontinued on 21- Ixr\eanh
Nov-1999, and the patient received treatment 4- Date recelvad by manutacturer ("A)NDA‘ 20-639 D:;:e::::'
including Vitamin X. On 22-Nov-1999, his * 01/13/00 . -
LS y data, g dates &, MIND, protocel # PLA S representative
[j distributor
pre-1938 D yes \TJ other:
" ‘(.m'm appy) (?rzg uct D yes
D 5-day E 15-day
8. Adverse event term(s)
L] 10day [T periodic HEPATITIS
" (T il X tollow-up ¥ 2__
7. Other history, in dical condi (9., allengies, race, preg Y 9. Mfr. report number

Submission of a report does not constitute an
admission that medical personnel, user facility,
distributor, manufacturer or product caused or
contrlbuteg‘ to the event.
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E. [Initial reporter

1. Name, address & phone §

VA PALO ALTO |
3801 MIRANDA AVE / surrr:.‘qN 21 2000

PALO ALTO, CA 94304 USa
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L ] o . sant repor to FDA

@ yes [] no L—] unk

2. Health professionsi?

& yes
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A. Patient information C. Suspect medication(s)
1. mwmmamwm«m
©a  TYLENOL W/CODEINE MO. 3
D male " TYLENOL .
B. Adverse event or product problem % Dose, raquancy & route used 3 TRSCpy detws (f unknowngive duration)
x
*- [ Adverse event ancor (] Product problem (e.q. defectwmattunctions) | | % ®_ NI to NI
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A1, Patient identifier G.8. Mfr. report number

MED WATCH 1999UM04196

Page 305

B.S. Describe event or problem .

[continuation:] lab values were: SGOTs=48S, SGPT=1545, INR=1.7, alk phos=21l. The patient had baseline lab values
taken on 31-0Oct~1999, which were normal, including SGOT=12, SGPT=7. Follow-up has been requested.

*Follow-up received 23-Nov-1999: A medical student reporting on behalf of a physician states that the patient
started Seroquel 100 mg daily on 27-0ct-1999 for bipolar disorder and post-traumatic stress disorder. The patieant
was diagnosed with acute hepatitis on 20-Nov-1999, and Seroquel was discontinued that day. Depakote was also
discontinued. See revised lab values.

¢*¥ollow-up 01-Dec-1999: Revised lab values are as tollows: peak values for 8GOT=2183, and peak Alk Phos=211,
*rollow-up received 13-Jan-2000: The physician reports that the patient stopped all medications, and was provided
vigorous hydration, lactulose, and vitamin K to improve INR. Me axperienced acute mental status changes, somnolence,
brown urine and weakness. Ne recovered fully on 30-Nov-1999. The patient was also taking Tylenol and Tylenol #3
with deine as needed for pain prior to the event. The patient has a history of alcohol abuse in remission for 6-12
months, but all hepatitis serclogies were negative prior to the svent. The physician believes that the evert is
possidbly related to Seroquel, but also notes that the patient may have insdvertently overdosed on Tylenol, given that
he had been complaining of pain and is not supexvised for about ten hours daily.

JAN 1 9 2000

JAN 2 1 2000
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‘neca Pharmaceaticals

A.1. Patient identifler G.9. Mify. report number
' MEDWA'ICH o 19990W04196
Page dolS

[ TN /N Y deta, includig dates -
[continuation:]

TUTAL BILIRUBIN .6 MG/DL 10-8SEP-1999 NORMAL
DIRECT BILIRUBIN .2 MG/DL 10-9EP-1999 NORMAL
ALK-P 172 o/L 10-8EP-1999 INCREASED
AST 38 U/L 10-8EP-1999 INCREASED
ALT 44 U/L 10~-8EP-1999 INCREASED
AST .12 O/L 31-0CT-1999 NORMAL
ALY 7 ©/L 31-0CT~1999 NORMAL
R 1.0 Ma/DL 31~0CT-1999 NORMAL
»oN 16 MG/DL 31-0CT-1999 NORMAL
AST 1973 O/L 20-MOV-1999 INCREASED
ALT 1418 U/L 20-MOV-1999 INCREASED
o 42 MQ/DL 20-NOV~1999 INCREASED
e 32 20-M0V-1999

ALB 2.4 20-MOV-1999

ANMONIA 120 #CG/DL 20-MOV-1999 IMCREASED
BILX 3.3 Na/nL 20-MOV-1999 INCREASED
IMR 2.8 20-mMOV-1999

CcR 2.5 WG/DL 20-mMOV-1999 INCREASED
TOTAL BILIRUBIN 4.1 NG/DL 21-M0V-1999 IMCREASKD
DIRECT BILINUBIN 2.2 MG/DIL 21-MOV-1999 INCREASED
ALY 2122 U/L 21-WOV-1999 INCREASED
AST 2183 U/L 21-WOV-1999 INCREASED
ALK-P 168 o/L 21-MOV-1999 INCREASED
AMMOMNIA 120 MCG/DL 21-NOV-1999 INCREASED
TOTAL BILIRUBIN 4.1 MG/DL 22-MOV-1999 INCREASED
DIRECT BILIRUBIN 3.0 MG/DL 22-MOV-1999 INCREASED
AST 488 U/L 22-MOV-1999 INCREASED
ALT 1545 U/L 22-NOV-1999 INCREASED
ALK-P 211 /L 22-NOV-1999 INCREASED
INR 1.7 22-NOV~-1999

AMNNONIA 68 NCG/DL 22-NOV~1999 MORMAL

CcR 1.0 ma/DL 22-ROV-1999 NORMAL
3UN 26 MG/DL 22-NOV-1999 INCREASED
»T 19.8 22-MOV-1999 JA“ 1 9 zom
TOTAL BILIRUBIK 0.9 MG/DL 01-DEC-199° NORMAL
DIRECT BILIRUBIN 0.4 MQ/DL 01-DEC-1999 NORMAL
ALK-P 122 v/L 01l-DRC~1999 NORMAL
AST 27 v/L 01-DEC-1999 NORMAL
ALY 140 U/L 01-DEC-1999 INCRERASED
ALT 52 U/L " -DEC-1999 INCREASED
8.7. Other rek history, inch G pr ] conditions (g., alk race, preg Y king and alcohol use, hepatic/ranal ¢sfunction, etc.)
[continuation:] INSUFFICIENCY

Race: CAUCASIAN

C.4. Diagnosis tor use (indication) (Suspect #1)

BIPOLAR DISORDER, POST-TRAUMATIC _.. "SS DISORDER

C.4. Disg for use ( (Suspect #2)

BIPOLAR DIBORDER,

POST-TRAUMATIC STRESS DISORDER

0Ss

JAN 2 1 2009
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Zeneca Pharmaceuticals

A1, Patient identifier G.9. Mir. report number
MED WATCH (& 199suM04196
Page Sof 5
C.10.C and therap dales (exclude treaiment of event)

[continuation:] Name: LANSOPRAZOLE Dates: ??-JAN-98, continuing

Name: PANCREASE Dates: ?P-MAY-98 to 21-NOV-99
Name: NPN INSULIN Dates: NI, continuing

E.3. Ocoupation
DOCTOR OF PRARMACY

JAN 19 2000
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